Importance of evaluating the consolidation of granules manufactured by high shear mixer.
The effects of the process parameters of high shear wet granulation on the granule properties and dissolution properties of mefenamic acid from tablets have been studied, and the importance of evaluating the consolidation of granules has been considered. The process parameters selected for investigation were the amount of water added, the impeller rotation speed and the kneading time. Increases in the amount of water and the kneading time led to increases in the particle diameter of the granules and to decreases in the mean pore diameter. The mean pore diameter decreased with increases in the impeller rotation speed, while the particle diameters were independent of the impeller rotation speed. The process parameters affected the surface morphology and the internal morphology of the granules. The mean particle diameter and the mean pore diameter of the granules basically correlated with the dissolution properties of the tablets. The contribution of the mean pore diameter to this correlation was higher than that of mean particle diameter. Therefore, it was concluded that evaluation of the granule consolidated state, such as the mean pore diameter, was important in order to assure the dissolution properties of drug products.